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9:30 a.m. — 12 noon

MEETING MATERIALS

Agenda Item 1 ,
Request to amend 16 CCR § 1728 to increase the number of intern hours that can be earned outside a
pharmacy

Agenda Item 2

Request from the Accreditation Commission for Health Care, Inc. (ACHC) and the Community Health
Accreditation Program (CHAP) to renew the board’s approval as accreditation agencies for pharmacies that
compound injectable sterile drug products pursuant to Business and Professions Code section 4127.1(d)

Agenda Item 3

Recommendation to add a regulation that recognizes the approved accreditation agencies for pharmacies
that compound injectable sterile drug products and include in the regulation the criteria used to approve the
accreditation agencies

Agenda Item 4 e

Request to extend the waiver for the study by the UCSF School of Pharmacy and Cedars-Sinai Medical
Center entitled, “Evaluation of the Impact of Pharmacists in the Prevention of Medication Errors
Associated with Prescribing and Administration in the Hospital Setting”

Agenda Item 5 -
Announcement by the National Association of Boards of Pharmacy (NABP) regarding the evaluation
process of foreign pharmacy graduates

Agenda Item 6
~ Announcement by the Accreditation Council for Pharmacy Education (ACPE) regarding changes to its
accreditation procedures

Agenda Item 7
Competency Committee Report
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- State of California : : ; Department of Consumer Affairs

Memorandum

To: ‘Licensing Committee ‘ Date: March 9, 20'0‘%5

From: Patricia Harris
Executive Officer

Subject: Request to increase the number of intern hours that
can be earned outside of a pharmacy

At the February meeting, the board was provided with a proposal from a group of pharmacy
students representing various schools of pharmacy requesting an increase in the number of intern
hours that could be earned outside a pharmacy. Since the proposal was not on the agenda, the
board could not take action.

The proposal is now being provided to this committee for consideration. The proposal requests
that the board allocate up to 400 hours that an intern can earn for pharmacy-related experience
(under the supervision of a pharmacist) outside a pharmacy. The proposal is attached.

Under current law, an intern must earn a minimum of 900 hours of pharmacy experience under
the supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maximum
of 600 hours for other experience substantially related to the practice of pharmacy. California
pharmacy students earn the 600 hours for school required experiential training (clinical
clerkship).

Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy
and could earn a maximum of 1,000 hours of experience substantially related to the practice of
pharmacy under the supervision of a pharmacist.

16 CCR § 1728 states in part:

(a) Prior to receiving authorization from the board to take the pharmacist licensure examinations
required by section 4200 of the Business and Professions Code, applicants shall submit to the
board the following: ‘
(1) Proof of 1500 hours of pharmacy practice experience that meets the following
requirements:
(A) A minimum of 900 hours of pharmacy practice experience obtained in a
pharmacy.
(B) A maximum of 600 hours of pharmacy practice experience may be granted at the
discretion of the board for other experience substantially related to the practice of
pharmacy. ,
(C) Experience in both community pharmacy and institutional pharmacy practice
settings.



(D) Pharmacy practice experience that satisfies the requifements for both introductory
and advanced pharmacy practice experiences established by the Accreditation
Council for Pharmacy Education.



RESOLUTION FOR CONSIDERATION BY THE
CALIFORNIA STATE BOARD OF PHARMACY

WHEREAS the scope of practice opportunities in the profession of pharmacy has expanded
beyond the traditional areas of community and institutional pharmacy, and

WHEREAS the increased scope of pharmacy based opportunities exist for pharmacy school
graduates in such areas as the pharmaceutical industry, managed care; regulatory affairs,
and other pharmacy-related areas to yet be defined, and

WHEREAS the present existing laws place requirements on both the experience
expectations and the quantity of time required of students enrolled in California Schools of
Pharmacy in order for them to satisfy both the board exam and licensure standards as
stated in the following California statutes and regulations:

CA Bus. & Prof. Code, Sec. 4200(a)(5): “The board may license as a
pharmacist any applicant who meets the following requirements... Has
completed 1,500 hours of pharmacy practice experience or the equivalent in
accordance with Sec. 4209.”

CA Bus. & Prof. Code, Sec. 4209(a)(1)(2): An intern pharmacist shall complete
1,500 hours of pharmacy practice before applying for the pharmacist licensure
examination. This pharmacy practice shall comply with the Standards of

.-Curriculum established by the Accreditation Council for Pharmacy Education
or with regulations adopted by the board.

Title 16, CA Code_of Regulations, Sec. 1728(a): ...Applicants shall submit to
the board the following: Proof of 1,500 hours of pharmacy practice experience
that meets the following requirements:

(A) A minimum of 900 hours of pharmacy practice experience obtained in a
pharmacy.

(B) A maximum of 600 hours of pharmacy practice experience may be granted
at the discretion of the board for other experience substantially related to the
practice of pharmacy.

(C) Experience in both community pharmacy and institutional pharmacy
practice settings. -

(D) Pharmacy practice experience that satisfies the requirements for both
introductory and advanced pharmacy practice experiences established by the
Accreditation Council for Pharmacy Education. And




WHEREAS while the American Council on Pharmaceutical Education (ACPE) does
support that the Schools of Pharmacy engage students during the experiential portions of its
academic program in various patient care settings, it also encourages other extended
boundaries of learning during the experiential portion of the academic program. Under
Standard No. 14 (Curricular Core: Pharmacy Practice Experiences), Guideline 14.1 it states
the following:

“The scope, intensity, and duration of all of the pharmacy practice experiences

should afford students the opportunity to develop skills consistent with expected

professional competencies and outcomes. The pharmacy practice experiences

should ensure that every student has multiple opportunities to perform

pharmaceutical/patient-centered care activities in a variety of settings

(including acute care, long-term care, home care, community, ambulatory,

administrative)...” And '

WHEREAS all students who undergo the pharmacy curriculum at the University of
Southern California School of Pharmacy have multiple pharmacy-related experiences that
might include managed care and industrial pharmacy settings that count toward their 600
required hours of experiential training, those areas of experiences that are more directly
patient based are assessed by the use of competency criteria once established by the
California State Board of Pharmacy for both community and institutional practices.
Students, based upon those competency standards, must achieve a passing mark on each
competency stated in order to pass that practice-based course. In passing the practice-
based courses, the School is essentially stating that that student is competent to sit for the
board examination and practice as a competent pharmacist once the student has passed the
board exam, and

WHEREAS, at this point in time, only a small contingent of those graduating seek positions
in the pharmaceutical and managed care industries (perhaps less than 10% of the
graduating students), their role in being versed in good patient care principles and
standards of care is not diminished based upon the demands of these entities both directly
and indirectly being responsible for the assurance that the highest of standards be
undertaken that all services and/or products rendered or produced shall be of the highest
quality to the recipients of those services and/or products, and

WHEREAS it has not been established, as to at least the knowledge of those who have
created this resolution and recommendation, that 1500 hours of patient-related contact is
either over or under abundant in assuring that a pharmacist will be minimally competent to
practice patient-care pharmacy upon being licensed,

THEREFORE LET IT BE RESOLVED/RECOMMENDED that the California State Board
of Pharmacy (Board) recognize that intern experiences in the areas of pharmaceutical
industry and managed care can have both a direct and indirect impact on patient care. In
so recognizing, be it resolved and recommended that the Board allocate up to 400 hours
from the 900 hour remainder that does not include the 600 hours allocated to pharmacy
school experiential programming for the purpoeses of gaining experience in new pharmacy
practice related areas such as and not limited to industrial pharmacy and managed care.



THEREFORE LET IT FURTHER BE RESOLVED/RECOMMENDED as a modification
of Tirle 16, Calif. Code of Regulations, Section 1 718[a][1]/A-Dj that presently reads as
follows: '

(a)  Prior to. receiving authorization from the board to take the pharmacist
licensure examinations required by section 4200 of the Business and
Professions Code, applicants shall submit to the board the Jollowing:
(1)  Proof of 1500 hours of pharmacy practice experience that meels
the following requirements:

(4) A minimum of 900 hours of pharmacy practice
expemence obtained in a pharmacy.

(B) A maximum of 600 hours of pharmacy practice
experience may be granted at the discretion of the
board for other experience substantially related to the
practice of pharmacy.

(C)  Experience in both community pharmacy and
institutional pharmacy practice settings.

(D)  Pharmacy practice experience that satisfies the ’
requirements for both introductory and advanced
pharmacy practice experiences established by the
Accreditation Council for Pharmacy Education.

THAT THE MODIFICATION OF Title 16, Calif. Code_of Regulations, Section
1718/a][1]/A-D] BE AS FOLLOWS:

(@) Prior to receiving authorization from the board to take the pharmacist
licensure examinations requirved by section 4200 of the Business and
Professions Code, applicants shall submit to the board the following:

(1) Proof of 1500 hours of pharmacy practice experience that meets
the following requirements:

(A) A minimum of 500 hours_of pharmacy practice experience
must_be obtained in_community and institutional pharmacy
practice settings..

(B) A maximum of 1000 hours of pharmacy-related practice
experience must_be obtained under the supervision of «
pharmacist. _This 1000 hours may involve, but is not limited
to the attainment of pharmacy-related practice experience in
a_community pharmacy, an_institutional pharmacy setting, a
managed care organization, and a pharmaceutical industrial
setting. The 1000 hours shall include the current 600 hours
that is _pranted  for _pharmacy school experiential
programming, _and the additional 400 hours for other
pharmacist supervised pharmacy-related experiences.

(C) Pharmacy practice experience that satisfies the requirements
for both introductory and advanced pharmacy practice
experiences established by the Accreditation Council for
Pharmacy Education.
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03/14/2006 03:12 PM

Dear Patricia,

Thank you for sending the agenda for the March 22nd meeting. We
would

like to present during the first agenda item. I will be
accompanied by

my colleague Kimberly Bardel Whitlock, Pharm.D., also a clinical
pharmacist with the National Oncology Alliance.

Please find attached supporting documents for our presentation.
We

would also like to provide our treatment guideline on larger 11 x
17

paper for ease of use. How many copies do you suggest we bring?

Thank you again, please let me know if there is anything further
we need
to do in preparation for March 22nd.

Cindy

Cynthia G. Baker, Pharm.D.

Manager, Clinical Services

National Oncology Alliance, Inc.

750 Lindaro St., Suite 350, San Rafael, CA 94901
www.noainc.com

Direct: 415.526.8137 Fax: 415.482.1683

Executive Assistant: Jennifer Boss 415.526.8162
National Oncology Alliance (NOA) provides essential
clinical and business information, resources and insight
to help transform the practice of oncology.

-----Original Message-----

From: Patricia Harris@dca.ca.gov
[mailto:Patricia_Harris@dca.ca.gov]
Sent: Friday, March 10, 2006 5:04 PM
To: Cindy Baker

Subject: Licensing Committee Meeting

Attached is the agenda for the March 22nd meeting.

(See attached file: LicComMaroO6Agenda.doc)

- NOA Rx Intern Job Description 2-2006.doc

- NOA Intern Correlation CPJE Exam Content.doc

- Breast_Guideline_NOA_guideline_v2-1_2005.pdf



Job Description

Position: Pharmacist Intern FLSA Status: Exempt — Part Time
Department: Clinical " Location: San Rafael
Reports to: Kimberly Bardel Whitlock, Pharm.D. Date: 2/17/2006

CA lic. RPH 54164

Essential Job Functions

Under the guidance of a NOA Clinical Services team member, the intern will be primarily
responsible for functions that include the following:

e Prepare clinical summaries of articles in the medical literature, using an established
template, for incorporation into the web-based NOA Compare tool

e Use the web-based NOA Compare Clinical Maintenance program to enter, review, or
modify content as appropriate as part of quality control

o Collect data about the status of drug FDA approval and Compendial approval as it applies
to the NOA Treatment guidelines, and present this information, using an established
format, for incorporation into the NOA Compare tool

o Assist team members with other projects such as the NOA Treatment Guidelines or
Patient Education Teaching sheets, as directed

e Participate in clinical team meetings to review the status of various projects

o Perform other duties as assigned

Required Skills

Ability to efficiently read and understand scientific literature; familiarity with standard scientific
literature citation methods; ability to use computer and the PubMed search engine; familiarity
with word processing and spreadsheet software programs, (Word, Excel). Organizational skills
and ability to multi-task are essential. :

Reguired Experience and Education

Enrolled in a Doctor of Pharmacy program at accredited School of Pharmacy; valid California
Pharmacist Intern license.

NOA Rx Intern Job Description 2-2006 -1-
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National Oncology Alliance, Inc. (NOA) .

750 Lindaro Street, Suite 350
San Rafael, CA 94954
(415) 526-8137

NOA Intern Activity Correlation with CPJE Exam Content

Job duties performed by an intern pharmacist employed with the National Oncology Alliance provide
experience necessary to prepare for CPJE exam. The table below lists intern duties and the specific

correlating exam content.

Please note the CPJE cbntent is pulled directly from the content listed on the California State Board of
Pharmacy website, including the same alphabetical and numerical outline format for ease of comparison.

NOA Intern Job Duties

CPJE Exam Content

Assist the clinical team with development and
yearly revision of the NOA Treatment
Guidelines.

These 48 evidence-based guidelines cover
cancer and supportive care treatment topics,
and include categories of information such as
diagnostic workup, tumor staging, initial
treatment, adjuvant treatment,
recurrent/refractory treatment, and patient
monitoring and follow up.

Detailed information regarding regimen
selection, components, dosing including
frequency, duration, and administration are
provided. Drug complications (i.e. adverse
effects), contraindications, and patient-
specific considerations in choosing drug
therapy are also addressed in the guidelines.

Provide Medication to Patients
A. Organize and Evaluate information

1. Interpret prescription/medication order
2. Obtain information from the patient/ patient's
representative for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
3. Obtain information from prescriber and/or health
care professionals for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
4. Assess prescription / medication order for
completeness, correctness, authenticity, and
legality
5. Assess prescription/medication order for
appropriateness (e.g. drug selection, dosage, drug
interactions, dosage form, delivery system)
6. Evaluate the medical record/patient profile for
any or all of the following: disease states, clinical
condition, medication use, allergies, adverse
reactions, disabilities, medical/surgical therapies,
laboratory findings, physical assessments, and/or
diagnostic tests '
7. Evaluate the pharmaceutical information needs
of the patient/patient’s representative

Monitor and Manage Patient Outcomes

A. Determine a Course of Action and Manage Patient

Outcomes
1. Determine desired therapeutic outcomes
2. Develop a therapeutic regimen for prescription
medications (e.g., recommend alteration of
prescribed drug regimen; select drug if necessary)
3. Determine the need for a referral
4, Communicate the therapeutic plan to the
patient/patient’s representative, the prescriber and
other health care professionals
5. Recommend/order necessary monitoring and
screening procedures (e.g., blood pressure,

" glucose levels, drug levels)

6. Communicate results of monitoring to
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patient/patient’s representative, prescriber and/or
other health care professionals
7. Manage drug therapy according to protocols

Assist the clinical team with development and
yearly revision of the NOA Patient Education
handouts.

This library of over 125 handouts follow the
Department of Health and Human Services
Keystone Guidelines in the provision of
information about the uses and benefits,
precautions, drug interactions, adverse
effects, administration, and storage of
chemotherapy and supportive care agents.
The library also covers symptom
management topics including management
of neutropenia, anemia, peripheral
neuropathy, nausea and vomiting, sexual
dysfunction, sleep disturbance, and others.

Provide Medication to Patients
A. Organize and Evaluate Information
7. Evaluate the pharmaceutical information needs
of the patient/patient’s representative

B. Dispense Medications
6. Select auxillary labels(s) for container(s).

Monitor and Manage Patient Outcomes
A. Determine a Course of Action and Manage Patient
Outcomes
2. Communicate the therapeutic plan to the patient
/ patient's representative, the prescriber and other
health care professionals

B. Educate Patients and Health Care Professionals
1. Assess the patient's understanding of the
disease and treatment
2. Counsel patient/patient’s representative
regarding prescription medication
5. Counsel patient/patient’s representative
regarding non-drug therapy
6. Counsel patient/patient’s representative
regarding self-monitoring of therapy (e.g., devices,
symptoms)

Prepare clinical summaries of studies
supporting the use of specific chemotherapy
or supportive care treatment regimens.

Summaries include a description of study
design, study population, inclusion and
exclusion parameters, treatment regimen(s),
outcomes measures and results, monitoring
requirements, reported adverse effects, and
statistical analysis. Summaries are generally
one page, written for use by oncologists,
nurses, and pharmacists.

Provide Medication to Patients
A. Organize and Evaluate Information

1. Interpret prescription/ medication order
2. Obtain information from the patient/ patient's
representative for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
3. Obtain information from prescriber and/or health
care professionals for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
4. Assess prescription/medication order for
completeness, correctness, authenticity, and
legality
5. Assess prescription /medication order for
appropriateness (e.g. drug selection, dosage, drug
interactions, dosage form, delivery system)
6. Evaluate the medical record/patient profile for
any or all of the following: disease states, clinical
condition, medication use, allergies, adverse
reactions, disabilities, medical/surgical therapies,
laboratory findings, physical assessments and/or
diagnostic tests
7. Evaluate the pharmaceutical mformatlon needs
of the patient/patient's representative

Monitor and Manage Patient Outcomes
A. Determine a Course of Action and Manage Patient
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Outcomes ~ ,
1. Determine desired therapeutic outcomes
2. Develop a therapeutic regimen for prescription
medications (e.g., recommend alteration of
prescribed drug regimen; select drug if necessary)
3. Determine the need for a referral
4, Communicate the therapeutic plan to the
patient/patient’s representative, the prescriber and
other health care professionals
5. Recommend/order necessary monitoring and
screening procedures (e.g., blood pressure,
glucose levels, drug levels)
6. Communicate results of monitoring to
patient/patient's representative, prescriber and/or
other health care professionals
7. Manage drug therapy according to protocols

Enter, review, or modify content in the web-
based NOA Compare clinical and
cost/reimbursement analysis tool with the
guidance of the clinical staff.

Information the intern will enter/review/modify
includes drug therapy regimen components,
dosing, administration (including associated
premedications, vehicles, and antiemetics),
reported adverse effects, and recommended
monitoring parameters{CB1][CB2] {e.g.
laboratory tests).

Provide Medication to Patients
A. Organize and Evaluate Information
1. Interpret prescription/medication order
2. Obtain information from the patient/ patient's
- representative for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
3. Obtain information from prescriber and/or health
care professionals for patient profile (diagnosis or
desired therapeutic outcome, allergies, adverse
reactions, medical history, etc.)
4. Assess prescription / medication order for
completeness, correctness, authenticity, and
legality
5. Assess prescription /medication order for
appropriateness (e.g. drug selection, dosage, drug
interactions, dosage form, delivery system)
6. Evaluate the medical record/patient profile for
any or all of the following: disease states, clinical
condition, medication use, allergies, adverse
reactions, disabilities, medical/surgical therapies,
laboratory findings, physical assessments, and/or
diagnostic tests
7. Evaluate the pharmaceutical information needs
of the patient/patient’s representative

Monitor and Manage Patient Outcomes

A. Determine a Course of Action and Manage Patient

Outcomes
1. Determine desired therapeutic outcomes
2. Develop a therapeutic regimen for prescription
medications (e.g., recommend alteration of
prescribed drug regimen; select drug if necessary)
3. Determine the need for a referral
4. Communicate the therapeutic plan to the
patient/patient's representative, the prescriber and
other health care professionals
5. Recommend/order necessary monitoring and
screening procedures (e.g., blood pressure,
glucose levels, drug levels)
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6. Communicate results of monitoring to
patient/patient's representative, prescriber and/or
other health care professionals

7. Manage drug therapy according to protocols
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Pegﬁlgr aStim (PEG-fI-GRASS-tim)

Brand Name: Neulasta® (Noo-lasta)
Patient Education Quick Reference Guide

Uses For This Medication e i .

e  Many chemotherapy medications reduce the number of germ fighting white blood cells, which increases the risk
of infection. Pegfilgrastim helps to prevent this by increasing the number of white blood cells in patients who
are receiving chemotherapy.

o This medication may also be given for other conditions as determined by your doctor.

How This Medication Works e

Pegfilgrastim is known as a "colony stimulating factor” or “white blood cell growth factor”. This medication is a
man-made version of a substance that is naturally produced in your body which helps the bone marrow to make
new white blood cells. Your doctor or healthcare provider may recommend that you have regular blood tests to
count the number of white blood cells in your body. It is important that you follow your doctor or healthcare
provider’s instructions about these tests.

Benefits Of This Medicaton @~ s

Pegfilgrastim is given to prevent your white blood cell levels from becoming too low during chemotherapy
treatment. This helps prevent the development of infections and helps to ensure that you will continue to receive
your chemotherapy medications on time at the appropriate dose.

‘Who Should Not Take This Medication
You should not take this medication if you:
o Are allergic to other products made using a bacteria called E coli
e Are allergic to filgrastim, pegfilgrastim or any of its components

Precautions To Be Aware Of Before Taking This Medication

Allergy related precautions

The parent drug of pegfilgrastim is called filgrastim. Rarely, filgrastim may cause allergic reactions. These allergic
reactions can cause rash, hives, shortness of breath, wheezing, a drop in blood pressure, swelling around the mouth
or eyes, fast pulse, or sweating. Although allergic reactions have not been reported with pegfilgrastim, it is possible
for them to occur. Your doctor or healthcare provider will watch you carefully during and after the administration
of pegfilgrastim to make sure that you do not experience any allergic reactions. If you are receiving pegfilgrastim at
home, you should tell your doctor or healthcare provider about any allergic type symptoms. If an allergic reaction
oceuts it is treatable with medications.

© 2005 National Oncology Alliance, Inc. All Rights Reserved.



Precautions (continued) k

Blood related precautions

o The parent drug of pegfilgrastim is called filgrastim. Filgrastim has been reported to cause severe sickle cell crisis
in patients who have sickle cell disease. If you have sickle cell disease, make sure that you tell your doctor or
healthcare provider.

e Although pegfilgrastim can reduce the risk of infection, it may not prevent all infections. An infection can still
happen when your white blood cell levels are low. You should watch for symptoms of an infection such as fever
(temperature of 100.5 °F or higher), chills, sore throat, diarrhea, or redness, swelling, or pain around a cut. If
you think you might have an infection, let your doctor or healthcare provider know immediately.

Organ related precautions

o The parent drug of pegfilgrastim is called filgrastim. Filgrastim has been reported to cause acute respiratory
distress syndrome (ARDS). This is a life-threatening condition in which swelling and fluid build up in the lungs
and leads to low oxygen levels in the blood. If you develop difficulty breathing, you should let your doctor or
healthcare provider know immediately.

e The parent drug of pegfilgrastim is called filgrastim. Rarely, filgrastim has been reported to cause problems with
your spleen (splenic rupture). Symptoms can include pain in the upper left portion of the abdomen or in the
shoulder. Although a rupture of the spleen has not been reported with pegfilgrastim, it is possible for it to occur.
Report any abdominal pain to your doctor or healthcare provider immediately.

Patient speciﬁ_c precautions

e It is not known if this medication is safe and effective in children.

Pregnancy and breastfeeding precautions
» When taking this medication, you should use effective birth control to prevent pregnancy. Tell your doctor
or healthcare provider right away if you or your spouse/partner becomes pregnant since this medication
may cause fetal harm,
» It is not known whether this medication is found or excreted in breast milk. Since many medications are
excreted in breast milk and because this medication can cause serious harmful reactions in infants,
breastfeeding should be avoided.

Administration related precautions
Pegfilgrastim should not be given during the time between 14 days before and 24 hours after chemotherapy, or
while you are receiving radiation therapy.

Medication And Food Interactions

Before using this medication, tell your doctor or healthcare provider of all prescription or over-the-counter products
you are taking, including dietary supplements or vitamins, herbal medicines and homeopathic remedies. Do not
start or stop any medication without your doctor or healthcare provider’s approval. Possible interactions'can occur
with pegfilgrastim and the following medications:

o Lithium

Side Effects :

e  All medications can cause side effects. However, not all patients will experience these side effects. In addition,
other side effects not listed can also occur in some patients. You should call your doctor or healthcare provider if
you have any questions or concerns while you are on this medication.

e You should contact your doctor or healthcare provider if you experience any side effect(s) which do not go
away, worsen, are serious in nature, or are worrisome to you.

Pegﬁlgr astim (Neulasta®) Patient Education Quick Reference Guide
© 2005 National Oncology Alliance, Inc. All Rights Reserved.




Side Effects (continued)

More common side effects

e Bone and/or muscle pain [Acetaminophen (Tylenol) may be taken for pain relief (follow package directions)]
e Redness, swelling, or itching at site of injection

Rare side effects

o Allergic reaction which can cause rash, itching, red blotches, swollen face or lips, difficulty breathing (see
Precautions To Be Aware Of Before Taking This Medication)

e Enlarged or ruptured spleen (see Precautions To Be Aware Of Before Taking This Medication)

How To Take This Medication
e This medication is usually given by an injection under the skin (subcutaneous or SC injection) but can also be
"given by injection into a vein (IV).
¢ Ifyou or a family member are giving or receiving the pegfilgrastim injection at home, you should review the
detailed information provided by the drug manufacturer on this subject. Read this information carefully and
make sure that you understand how to prepare the injection, how to properly use the disposable syringes, and
how to give the injection. If you have any questions about this information, check with your doctor or
healthcare provider.
o When this medication is given as an injection under the skin (subcutancous), there are four common areas
where injections may be given:
» The outer area of your upper arms
» The abdomen, except for the two inch area around your navel
% The front of your middle thighs
> The upper outer areas of your buttocks
It is best to rotate the areas where the injection is given to avoid soreness. It is best to avoid giving an injection
in areas that are tender, red, bruised, hard, or that contain scars or stretch marks.

e In the unlikely event of an overdose of this medication contact your doctor, your local poison control center at
1-800-222-1222, or emergency services immediately. '

Proper Storage

o Unopened containers should be stored in the refrigerator. Keep in original package to protect from light.

o Before being injected, pegfilgrastim may be allowed to reach room temperature for a maximum of 48 hours.
During this time it should still remain in the original package protected from light.

o Keep the used syringes and needles in a special container.
¢ Keep this medication out of the reach of children or pets.
Ask your doctor or healthcare

Disclaimer ... . L
This handout is to provide you with additional information about pegfilgrastim. It is not a substitute or replacement
for the expertise and judgment of your healthcare provider. The information is not intended to cover all possible
uses, directions, precautions, medication interactions, or side effects. In addition, this information should not be
interpreted to suggest that the use of a particular medication is safe, appropriate, or effective for you. You should
always talk with your healthcare provider before starting or stopping any medication.

Additional Instructions for Patient:

nrovider how to dispose of any medication that you no longer use.

Pegﬁlgr astim (Neulasta®) Patient Education Quick Reference Guide
© 2005 National Oncology Alliance, Inc. All Rights Reserved. ‘
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State of California Department of Consumer Affairs -

Memorandum

To: Licensing Committee Date: March 9, 2006

From:  Patricia Harris\
Executive Officer

Subject: Proposed Regulation to Recognize Approved
Accreditation Entities and Evaluation Factors

Background on B & P § 4127.1

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a
license from the board. In order to obtain such a license the pharmacy must first be inspected by
the board and found in compliance with board standards for sterile compounding. The law

. exempts pharmacies that are accredited by the Joint Commission on the Accreditation of
Healthcare Organizations or other accrediting agencies approved by the board from the license
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with
board regulations regarding sterile injectable compounding, but do not have to obtain a separate
license.

The Board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity
in April 2003. The board granted this approval for 3 years. At that time, ACHC accredited both
home infusion pharmacies and specialty pharmacies that deliver biotech drugs and other
specialty products.

In July 2003, the board also approved Community Health Care Accreditation Program (CHAP)
as an accreditation agency. CHAPS is a national non-profit accreditation organization
established in 1965 to accredit community-based health care organizations.

Information on ACHC and CHAP and its accreditation processes will be provided at the
meeting.

In 2003, the Licensing Committee developed the following criteria for the evaluation of
applications by accrediting entities for board approval. The following criteria are the result of
the Licensing Committee’s discussions, including a presentation to the Committee by an ACHC
surveyor.

The factors are:

1. Periodic inspection — The accrediting entity must subject the pharmacy to site inspection and
re-accreditation at least every three years.



6.
7.

8.

Documented accreditation standards — The standards for granting accreditation and scoring

guidelines for those standards must reflect both applicable California law and sound
professional practice as established by nationally recognized professional or standard setting
organizations. '

Evaluation of surveyor’s qualifications — The surveyors employed to perform site
inspections must have demonstrated qualifications to evaluate the professional practices
subject to accreditation. ‘ i

Acceptance by major California payors — Recognition of the accrediting agency by major
California payors (e.g., HMOs, PPOs, PBGH, CalPERS).

Unannounced inspection of California accredited sites — The board must conduct
unannounced inspections of two or more accredited sites and find those sites in satisfactory
compliance with California law and good professional practice.

Board access to accreditor’s report on individual pharmacies.

Length of time the accrediting agency has been operating.

Ability to accredit out-of-state pharmacies. Non-resident pharmacies are eligible for

licensure under the sterile compounding statutes and accreditation should be equally available to
both resident and non-resident pharmacies.
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State of California Department of Consumer Affairs

Memorandum

To: Licensing Committee ' Date: March 9, 2006

From:  Patricia Harris Q,%‘/

Executive Officer
Subject: Approval of Accrediting Entities

Background on B & P § 4127.1

B & P § 4127.1 requires pharmacies compounding sterile injectable drug products to obtain a
license from the board. In order to obtain such a license the pharmacy must first be inspected by
the board and found in compliance with board standards for sterile compounding. The blaw
exempts pharmacies that are accredited by the Joint Commission on the Accreditation of
Healthcare Organizations or other accrediting agencies approved by the board from the license
requirement as specified in Section 4127.1 (d). Exempted pharmacies must still comply with
board regulations regarding sterile injectable compounding, but do not have to obtain a separate
license. '

The Board approved Accreditation Commission for Health Care (ACHC) as an accrediting entity
in April 2003. The board granted this approval for 3 years. In July 2003, the board also
approved Community Health Care Accreditation Program (CHAP) as an accreditation agency.

Since both agencies have requested that the Board of Pharmacy approve them again as
accreditation agencies, and if the approval is granted, it is being recommended that the board
pursue a regulation to recognize these agencies in regulation as the Joint Commission on the
Accreditation of Healthcare Organizations is recognized in statute.

In addition, it is suggested to include the factors that are considered for approval as an
accreditation agency to be included in the regulation, including a method by which the board
may no longer recognize an agency. If the board agrees with this recommendation, proposed
language will be drafted.

The factors are: -

Factors to Consider

The evaluation of accrediting agencies for board approval under Business and Professions Code
section 4127.1 should be based on the accrediting agency’s ability to evaluate the pharmacy’s
conformance with California law and good professional practice standards. The following
factors should be considered when making such an evaluation:



1. Periodic inspection — The accrediting entity must subject the pharmacy to site inspection and
re-accreditation at least every three years. '

2. Documented accreditation standards — The standards for granting accreditation and scoring
guidelines for those standards must reflect both applicable California law and sound
professional practice as established by nationally recognized professional or standard setting
organizations.

3. Evaluation of surveyor’s qualifications — The surveyors employed to perform site
inspections must have demonstrated qualifications to evaluate the professional practices
subject to accreditation.

4. Acceptance by major California payors — Recognition of the accrediting agency by major
California payors (e.g., HMOs, PPOs, PBGH, CalPERS).

5. Unannounced inspection of California accredited sites — The board must conduct
unannounced inspections of two or more accredited sites and find those sites in satisfactory
compliance with California law and good professional practice.

6. Board access to accreditor’s report on individual pharmacies.

7. Length of time the accrediting agency has been operating.

8. Ability to accredit out-of-state pharmacies. Non-resident pharmacies are eligible for
licensure under the sterile compounding statutes and accreditation should be equally
available to both resident and non-resident pharmacies.
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State of California Department of Conisumer Affairs

Memorandum

To: Licensing Committee ‘Date: March 9, 2006

From: - Patricia Harris
Executive Officer

Subject: Request to Extend the Waiver for the Study
“Evaluation of the Impact of Pharmacists in the
Prevention of Medication Errors”

In April 2004, the Board of Pharmacy granted a waiver for the study by UCSF School of
Pharmacy and Cedars-Sinai Medical Center entitled, “Evaluation of the Impact of Pharmacists in
the Prevention of Medication Errors Associated with Prescribing and Administration in the
Hospital Setting.” The wavier was granted for two years.

This study was a sequel to the successful experimental program that evaluated pharmacy
technicians checking another pharmacy technician in a unit-dose drug distribution system in a
hospital pharmacy.

This purpose of the sequel study is to evaluate the impact of pharmacists in prevention of
medication errors associated with prescribing and administering of medications as a result of
pharmacists being re-deployed from unit-dose medication cassette checking to more clinical and
professional functions. Such functions require special expertise of pharmacists in the
management of drug therapy, from which patients will benefit.

Preliminary data from the study was provided to the board at its July meeting. At its last
meeting, the board approved a regulation change to allow a specialized trained pharmacy
technician to check another pharmacy technician in a unit-dose drug distribution'system in a
hospital pharmacy that has a clinical program. The proposed regulation change is scheduled for
the April board meeting, If the board approves the proposed regulation, it will take
approximately 6-9 months before the regulation would become effective.



"MAR. 8.2006 11:57AM"  CSMCT T T T NUT0D

@D Crars SN MEDICAL CENTER.

March 8, 2006

Patricia F. Hartls

Executive Direotor

California State Board of Phanmacy
1625 North Matket Blvd, Suite N219
Sacramento, CA 95834

Dear Ms. Harris,

We would Jike to request the opportunity to discuss an extension of the waiver for the study by the
UCSF School of Pharmacy and Cedars-Sinai Medical Center entitled, “Evaluation of the Impact of
Phanmacists in the Prevention of Medication Errors Associated with Prescribing and Administration
in the Hospital Setting,” at the March 22, 2006 Licensing Committes Meeting, The two-year study
was approved by the State Board of Pharmacy on April 21, 2004 . After the Board of Pharmacy’s
approval, the study was subsequently reviewed and approved by the Institutional Review Board at
Cedars-Sinai Medical Center and the Committee on Human Research at UCSR, Therefore, in order
to complete the data collection, analysis and review of the results, we would like to request an
extension until December 31, 2006, Please free to contact me should you have any questions.
Thank you for your consideration.

Sincerely,

(R A

Peter . Ambrose, Pharm . D., FASHP
Professor of Clinical Pharmacy
UCSF School of Pharmacy

C-152, Box 0622

San Francisco, CA 941430622
Long Beach Qffice; 562-933-0289

ita Shane, Pharm.D., FASHP
Director, Pharmacy Services
Cedars-Sinai Medical Center
Asgistant Dean, Clinical Phammacy
UCSF School of Phanmacy

Los Angeles, CA

310.423-5611

ghane@oshs.org

cc: Frank Saya, Pharm D,



Board of Pharmacy
~ Specific Language

Amend Section 1793.7 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

1793.7 Requirements for Pharmacies Employing Pharmacy Technicians.

(a) Except as otherwise provided in section 1793.8, any Ary function performed
by a pharmacy technician in connection with the dispensing of a prescription,
including repackaging from bulk and storage of pharmaceuticals, must be verified
and documented in writing by a pharmacist. Except for the preparation of
prescriptions for an inpatient of a hospital and for an inmate of a correctional
facility, the pharmacist shall indicate verification of the prescription by initialing
the prescription label before the medication is provided to the patient.

(b) Pharmacy technicians must work under the direct supervision of a
pharmacist and in such a relationship that the supervising pharmacist is fully
aware of all activities involved in the preparation and dispensing of medications,
including the maintenance of appropriate records.

(c) A pharmacy technician must wear identification clearly identifying him or her
as a pharmacy technician.

(d) Any pharmacy employing or using a pharmacy technician shall develop a job
description and written policies and procedures adequate to ensure compliance
with the provisions of Article 11 of this Chapter, and shall maintain, for at least
three years from the time of making, records adequate to establish compliance
with these sections and written policies and procedures.

(e) A pharmacist shall be responsible for all activities of pharmacy technicians to
ensure that all such activities are performed completely, safely and without risk of
harm to patients.

(f) For the preparation of a prescription for an inpatient of a licensed health
facility and for a patient of a licensed home health agency, the ratio shall not be
less than one pharmacist on duty for a total of two pharmacy technicians on duty.
Pursuant to Business and Professions Code section 4115(g)(1), this ratio shall
not apply to the preparation of a prescription for an inmate of a correctional
facility of the Department of the Youth Authority or the Department of
Corrections, or for a person receiving treatment in a facility operated by the State
Department of Mental Health, the State Department of Developmental Services,
or the Department of Veterans Affairs.

Note: Authority cited: Sections 4005, 4007, 4038, 4115 and 4202, Business and
Professions Code. :

Reference: Sections 4005, 4007, 4038, 4115 and 4202, Business and
Professions Code.



Adopt Section 1793.8 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

1793.8 Technicians in Hospitals with Clinical Pharmacy Programs.

(a) A general acute care hospital, as defined in Health and Safety Code 1250
(a). that has an ongoing clinical pharmacy program may allow pharmacy
technicians to check the work of other pharmacy technicians in connection with
the filling of floor and ward stock and unit dose distribution systems for patients
admitted to the hospital whose orders have previously been reviewed and
approved by a licensed pharmacist.
Only inpatient hospital pharmacies as defined in 4029(a) that maintain a clinical
pharmacy services program as described in 4052 may have a technician
checking technician program as described. The pharmacy shall have on file a
description of the clinical pharmacy program prior to initiating a technician
checking technician program.
(1) This section shall only apply to acute care inpatient hospital pharmacy
settings.
(2) Hospital pharmacies that have a technician checking technician
program shall deploy pharmacists to the inpatient care setting to provide
clinical services.
(b) Compounded or repackaged products must have been prevmuslv checked
by a pharmacist and then may be used by the technician to fill unit dose
distribution systems, and floor and ward stock.
(c) To ensure quality patient care and reduce medication errors, programs that
use pharmacy technicians to check the work of other pharmacy technicians
pursuant to this section must include the following components:
(1) The overall operation of the program shall be the responsibility of the
pharmacist-in-charge.
(2) The program shall be under the direct supervision of a pharmacist and
the parameters for the direct supervision shall be specified in the facility's
policies and procedures.
(3) The pharmacy technician who performs the checking function has
received specialized and advanced training as prescribed in the policies and

procedures of the facility.
(4) To ensure quality there shall be ongoing evaluation of programs that
use pharmacy technicians to check the work of other pharmacy technicians.

Note: Authority cited: Sections 4005, 4007, 4038, 4115, and 4202, Business and
Professions Code.
Reference cited: Sections 4007, 4038, 4115 and 4202, Business and Professions

Code.



LA/OGC Area Clerkship Program
Department of
Pharmacy Services

Long Beach Memorial
Medical Center

2801 Atlantic Avenue

PO. Box 1428

Long Beach, CA 80801-1428
tel; 562/933-0289

fax: 562/033-2348

University of California
San Francisco

June 16, 2005

Patricia F. Harris

Executive Director

California State Board of Pharmacy
400 “R” Street, Suite 4070
Sacramento, CA 95814-6200

Re: Technician Study — Interim Report
Dear Ms. Harris:

As per the waiver approved by the Board of Pharmacy, I am submitting an interim report
of the study conducted at Cedars-Sinai Medical Center: Evaluation of the Impact of
Pharmacists in the Prevention of Medication Errors Associated with Prescribing
and Administration of Medications in the Hospital Setting. The attached document
summarizes the results for the first 48 weeks of the study.

The results to date demonstrate that having specially-trained pharmacy technicians -
perform the non-discretionary task of checking technician-filled unit-dose medication
carts frees up pharmacist time and enables pharmacists to play a critical role in
intercepting potential medication errors and preventing harm to patients.

The study is continuing and the results will be presented to the Board upon completion.
Should you need additional information about the progress of the experimental program,
do not hesitate to contact me at (562) 933-0289.

Respectfully submitted,

h

Peter J. Ambrose, Pharm.D.

Professor of Clinical Pharmacy

School of Pharmacy

University of California, San Francisco

Enclosure

Cc: Frank Saya, Pharm.D.
Rita Shane, Pharm.D.



Evaluation of the Impact of Pharmacists in the
Prevention of Medication Errors Associated
with Prescribing and Administration of
Medications in the Hospital Setting
Summary of Results
June 21st 2004 - May 22nd 2005

A Collaborative Study Between
UNIVERSITY OF CALIFORNIA, SAN FRANCISCO
SCHOOL OF PHARMACY
and the
Pharmacy Services Department of
CEDARS-SINAI MEDICAL CENTER

Background

» Study to determine the impact of pharmacists on
prevention of medication errors during the equivalent
time spent on checking medication cassettes

» 2 year study (waiver) allows technicians to check
technicians filled medication cassettes

 The number and types of medication errors prevented
at the prescribing step (order written by the physician)
and at the administration step (medication administered
by the nurse) of the medication use process will be
reported




Study Objectives

+ Determine top 10 drugs involved in potential prescribing and
administration errors

+ Determine type and frequency of medication errors
intercepted at the prescribing and administration steps

» Compare intercepted errors with USP MedMARX data on
errors

+ Evaluate factors contributing to prescribing and medication
administration errors

+ Evaluate potential harm that could have resulted if error was
not intercepted

Medication Related Encounters
June 21st 2004 - May 22nd 2005 (48 weeks)

Total Medication Related Encounters: 28,969 (603/week)

» Potential Errors Intercepted (prevented): 1296
Medication Prescribing : 885 (68%)
Medication Administration: 411 (32%)

» QOther Medication Related Encounters :

Pharmacist dosing per MD request: 25,342
STAT orders: 360
Rounds: 58
Code Blue: 29

Drug Information: 1661




Medication Prescribing

Potential Errors Intercepted
June 21st 2004 - May 22nd 2005 (48 weeks)

« Potential prescribing errors prevented by the pharmacist: 885
+ Orders requiring clarification: 534 (type of error not specified)
« Types of medication errors intercepted which prevented*:

Wrong Dose 48.9 % Medication Contraindicated 3.1 %
Allergy Contraindication 21.7% Drug Interaction 2.3%
Necessary medications not ordered 11.7 % Wrong Frequency/Rate 2.0%
Duplication in therapy 57%  Wrong Drug 0.6%
Wrong Route 4.0 %

* In those situations where error type was specified

Additionally, there were 57 incomplete orders requiring clarification.

Examples of Medication Prescribing

Problem Identified Pharmacist Recommendation

Ganciclovir: Smg/kg iv q12h
pt s/p kidney transplant &
renal insufficiency

Errors Prevented

Outcome Avoided

Pharmacist recommended
2.5mg/kg/day for CMV
induction ..

Avoided adverse drug
reaction (ADR) from
overdose

Oxaliplatin
(chematherapy) dosage
in patient with renal
insufficiency

Pharmacist recommended
dosage adjustment

Avoided ADR due fo
excessive dose of
chemotherapy

Celebrex ordered in
patient with sulfa allergy

Pharmacist recommended
alternative

Avoided morbidity associated
with an allergic reaction

Ceftazidime ordered as
1 gm g8h for meningitis
in young patient

Pharmacist recommended
2 gm q8h to achieve
adequate effect

Avoided sitb-optimal
treatment, possible
mortality/morbidity

Lovenox 40 mg daily
ordered in patient with
chronic renal faiture

Pharmacist recommended
change to Heparin

Avoided increased risk of
bleeding in patient already
receiving blood transfusions




Medication Administration

Potential Errors Intercepted
June 21st 2004 - May 22nd 2005 (48 weeks)

Potential medication administration errors prevented by a

pharmacist:

411 encounters

Types of medication errors intercepted which prevented:

Omission of Dose

41.2% Wrong Rate 55%
Transcription Error 13.9% Wrong Drug 4.8 %
Wrong Dose 8.1% Drug to be given to
Wrong Patient 6.0 % patient was not ordered 3.8 %
Extra Dose 79 % Wrong Route 3.1%
Delay in Dose 5.7 %

Examples of Medication Administration

Problem Identified Pharmacist Recommendation

Pt. scheduled for
chemotherapy in AM.

Errors Prevented

Outcome Avoided

Pharmacist identified that
chemo was not given

Avoided omission of
chemotherapy

Pt was about to
receive Tobramycin at

Pharmacist notified nurse that

dose was to be given every

Avoided potential renal
(kidney) toxicity

a 12 hr interval; order 24 hr
was for g24h
PCA pump was Pharmacist notified nurse Avoided potential adverse
programmed events associated with
incorrectly excessive narcotic dose
Pt receiving Potassium Pharmacist notified nurse to Avoided potsntial
Chloride 60meq infusion; change Infusion hyperkalemia and cardiac
order was for 20meq arrest
Nurse transcribed Pharmacist notified nurse Avoided potential

Kayexalate when
Kaopectate ordered

about transcription error

hypokalemia and cardiac
toxicity




Results compared to USP MedMARX Data

Leading types of errors include:

UsP M;c(l)l(\)/?rx Data Research Study
Omission error 24 % 22.7%
Unauthorized drug 10 % 2.1%
Extra dose 5% 42%
Wrong patient 5% 33%
Wrong route 2% 3.4%

1. http/Awww.megnetmail net/actions/email_web_version.ofm?recipient_id=0223078 &message_id=63691 &user_id=USP

TOP 10 Medications/Classes

June 21st 2004 - May 22nd 2005 (48 weeks)

Top 10 medications/classes involved in potential prescribing and administration

errors

Medication Prescribing

« Chemotherapy

« Electrolytes

« Enoxaparin (Lovenox)
¢« Vancomyocin

» Warfarin

» Levofloxacin

« Neupogen

« Fluconazole

+ Cefepime

« TPN

Medication Administration

Vancomycin

- Heparin

Chemotherapy
Electrolytes
TPN
Erythropoietin
Warfarin
Fluconazole
Insulin
Levofloxacin




Preliminary Evaluation of Potential Patient
Outcomes o

Pharmacist prevented medications errors associated
with potential harm: 422

No Harm 340
Temporary Harm 387
Permanent Harm 11
Increase in Length of Stay 23
Death 1

- Type of harm unspecified 534

Factors Contributing to Prescribing Errors

»  Incomplete patient information

+  Drug allergies overlooked

»  Wrong drug name, dosage form or abbreviation
+  Incorrect dosage calculations

»  Incorrect dosage frequency

«  Laboratory results not checked prior to ordering
medications

«  Concomitant therapy (e.g. supportive drugs for

chemotherapy) necessary to prevent adverse reactions
not ordered




Factors Contributing to
Administration Errors

«  Two patient identifiers not used

« Illegible orders |

*  Drug name confusion

»  Incorrect pump programming

»  Patients transferred and orders not transcribed accurately

. Environmental factors- distractions, interruptions and
significant workload

+  Staffing issues- such as shift changes and floating staff

Summary of Study Results to Date

Results of the 48 week study demonstrates the impact of
pharmacists on prescribing and administration errors:

— 1296 errors intercepted by the pharmacist

— 27450 medication related encounters including dosing of
medications per MD request, participation in codes, rounds
and drug information questions

— Preliminary evaluation of outcomes: 422 pharmacist
encounters prevented potential harm of which:
— 387 prevented temporary harm
— 11 prevented permanent harm
— 23 prevented an increase in length of stay
— 1 prevented death
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State of California _ . Department of Consumer Affairs

Memorandum

To: Licensing Committee ' Date: March 9, 2006

From:  Patricia Harris ?ﬁ)
Executive Officer

Subject: NABP Partnership with Educational Credential
- Evaluators, Inc. (ECE)

Attached is information from the National Association of Boards of Pharmacy (NABP) regarding
its partnership with ECE for the educational credential evaluation of applicants to the Foreign
Pharmacy Graduate Examination Committee (FPGEC) Certification Program. This partnership
will change the method by which foreign pharmacy graduates will be evaluated.

ECE will be responsible for verifying the educational background of the applicant and NABP
will verify the applicant’s professional licensing and registration information. The foreign
graduate will submit all documents directly to ECE for evaluation.

This new partnership is intended to address the increase of workload that this program has
experienced over the last few years and improve the processing time for these applicants.

California requires all foreign graduates to be FPGEC certified before they can apply to be
licensed as an intern or pharmacist.



EXECUTIVE OFFICERS — STATE BOARDS OF PHARMACY
February 24, 2006 l '
Page 2

then sends the ECE applicationvform to ECE along with official transcripts, official proof
of degree, and $85. The applicant also sends the FPGEC Application Form for
Examination and Certification Program to NABP along with required documentation and
$700.

While ECE verifies the educational background information, NABP verifies the -
applicant’s professional licensing and registration information. Following NABP’s
receipt of a General Evaluation Report from ECE verifying the applicant’s educational
equivalency and completion of the Association’s own licensure and registration
verification processes, the qualifying applicant receives an FPGEE acceptance letter. An
applicant’s receipt of the FPGEE acceptance letter allows him or her to sit for the Foreign
Pharmacy Graduate Equivalency Examination (FPGEE). After receiving a passing grade
on the FPGEE, along with passage of the Test of English as a Foreign Language
(TOEFL), Test of Spoken English (TSE), or TOEFL Internet-based Test (iBT), applicants
obtain the FPGEC Certificate. The FPGEC Certificate allows foreign-educated and
licensed pharmacists to move forward towards licensure in the US.

If you have any questions, please contact me via phone at 847/391-4400 or
1-800/774-6227 or via e-mail at mdickson@nabp.net. Thank you.

cc: NABP Executive Committee
NABP Advisory Committee on Examinations
Carmen A. Catizone, Executive Director/Secretary



News Release

FOR IMMEDIATE RELEASE - For more information contact:
Larissa Doucette, Editorial Manager
March 9, 2006 847/391-4405; custserv@nabp.net

NABP Partners with ECE for FPGEC Educational Credential Evaluations

The National Association of Boards of Pharmacy® (NABP®) is pleased to announce that it has
formed a partnership with the Educational Credential Evaluators, Inc (ECE) to evaluate the
educational credentials of applicants to the Foreign Pharmacy Graduate Examination
Committee” (FPGEC®) Certification Program. Beginning April 14, 2006, FPGEC applicants

will be required to submit their supporting educational credential documents to ECE.

The improved processing time that the new method is designed to achieve has resulted in the first
increase of the $700 FPGEC fee in 21 years. Applicants will pay an additional $85 fee for ECE

to evaluate an applicant’s educational credentials.

Founded in 1980, ECE is a not-for-profit public service organization specializing in the
evaluation of foreign educational credentials. ECE has identified the United States equivalence
of foreign educational credentials for more than 1,000 educational institutions, employers, and

professional licensing boards for over 20 years.y

The FPGEC Certification program is accepted by the majority of NABP’s member boards of
pharmacy as a means of documenting the educational equivalency of an applicant’s foreign

pharmacy education as well as the pharmacist’s licensure and/or registration. Foreign—educated

(— more —)

National Association of Boards of Pharmacy ® 1600 Feehanville Drive ® Mount Prospect, IL 60056-6014
847/391-4406 © (F) 847/391-4502 ® www.nabp.net



NABP Partners with ECE for FPGEC Educational Credential Evaluations
Page 2

pharmacists awarded FPGEC Certification are considered to have partially fulfilled eligibility

requirements for licensure in those states that accept the Certification.

For more information, please contact NABP at 847/391-4406 or via e-mail at custéer\i@ﬁabp.net.
Information and registration forms as well as further details of program requirements may be

found on NABP’s Web site at www.nabp.net.

NABP is the independent, international, and impartial Association that assists its member boards
and jurisdictions in developing, implementing, and enforcing uniform standards for the purpose

of protecting the public health.
-30-
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State of California Departmenf of Consumer Affairs

Memorandum

To: Licensing Committee o Date: March 9, 2006

From: Patricia Harris\
Executive Officer

Subject: Accreditation Council for Pharmacy Education
(ACPE)

Attached is an announcement from ACPE regarding the change in its accreditation procedures.
After June 30, 2006, ACPE will require that any new doctor of pharmacy program seeking
preaccreditation status must progress through both stages of preaccreditation, which is
precandidate and candidate phases, before consideration of full accreditation. Prior to this policy
change, it was not essential that a program be granted precandidate status before students were
admitted. '

After June 23, 2006, a new program must achieve precandidate status before admitting students.
Should a new program admit students without achieving precandidate status, this will preclude
ACPE from considering the program’s application for candidate preaccreditation status, and full
accreditation cannot be considered until graduation of the first class. Students graduating from a
program without candidate status will thus have graduated from a program with no accreditation
status and will likely not be eligible for licensure.

This change in policy is consistent with the board’s recent regulation change that states that the
board will recognize a school of pharmacy that is accredited or granted candidate status by
ACPE or schools recognized by the board. The board has recently “recognized” new schools of
pharmacy that have been granted precandidate status so that the students can be registered as
interns.

Report on ACPE Site Visits

Board members have been actively participating on the ACPE evaluation teams for the
California schools of pharmacy. President Goldenberg participated in the recent evaluation of
Western University of Health Sciences College of Pharmacy. Former board member Darlene
Fujimoto was on the team that evaluated UC San Diego Skaggs School of Pharmacy. The
evaluation conflicted with the board’s February meeting so Dr. Fujimoto graciously agreed to be
the board’s representative. Board member Ruth Conroy will be on the site team for Loma Linda
University School of Pharmacy scheduled for April 18" —20". ACPE is scheduled to evaluate
the Touro University California College of Pharmacy for candidate status on April 25-27, 2006,
which conflicts with the board’s April meeting. I am waiting to hear if they will reschedule the
date.” Otherwise I will again be seeking a former board member as our representative on the site
team.



To: <stbdpharm@listserve.acpe-accredit.org>
cc:
Subject: ACPE Accreditation Procedure Change

stbdph%rm-request@list
serve.acpe-accredit.org

02/24/2006 12:20 PM

February 24, 2006
Dear ACPE Stakeholder:

The Accreditation Council for Pharmacy Education (ACPE) announces a change
in its accreditation procedures. After June 30, 2006, ACPE requires that any new
doctor of pharmacy program seeking preaccreditation status progress through both
stages of preaccreditation, precandidate and candidate phases, before
consideration of full accreditation. Prior to this policy change, it was not
essential, although highly recommended, that a program be granted precandidate
status before students were admitted. After June 30, 2006, a new program must
achieve precandidate status. Should a new program admit students without
achieving precandidate status, this will preclude ACPE from considering the
program’s application for candidate preaccreditation status, and full accreditation
cannot be considered until graduation of the first class. Students graduating from
a program without candidate status will thus have therefore graduated from
program with no accreditation status and will likely not be eligible for licensure.

The full text of Section 9.3 as revised of the Policies and Procedures section of the
ACPE Accreditation Manual is attached below.

9.3  Preaccreditation. A newly instituted Doctor of Pharmacy program of a
College or Schoolof Pharmacymust be granted each of the two preaccreditation
statuses at the appropriate stage of its development. The standards are the same as
those employed for accredited status, however, preaccreditation involves, in large
measure, planning in accord with standards and provision of reasonable

assurances for a quality outcome. It should be noted that a new program must
achieve precandidate accreditation status prior to the enrollment of students.
Failure to do so will preclude consideration for ACPE accreditation until after




graduates have been produced, at which time a program could be considered for
full accreditation status. As these first graduates would emerge from a program
with no accreditation status, they may not be eligible for licensure as pharmacists.

9.3.1 Precandidate. A new program that has no students enrolled but that
meets the eligibility criteria for accreditation may be granted Precandidate
accreditation status. The granting of Precandidate status indicates that a College
or School’s planning for the Doctor of Pharmacy program has taken into account
ACPE standards and guidelines and suggests reasonable assurances of moving to
the next step, that of Candidate status. Granting of Precandidate status brings no
rights or privileges of accreditation. Full public disclosure by the College or
Schoolof Pharmacyof the terms and conditions of this accreditation status is
required.

9.3.2 Candidate. Once students have enrolled in a new program, but the
program has not had a graduating class, the program may be granted Candidate
status. The granting of Candidate status denotes a developmental program, which
is expected to mature in accord with stated plans and within a defined time
period. Reasonable assurances are expected to be provided that the program may
become accredited as programmatic experiences are gained, generally, by the time
the first class has graduated. Graduates of a class designated as having Candidate
status have the same rights and privileges as graduates of an accredited program.

Upon granting preaccreditation status (Precandidate or Candidate) to a program,
or in the event of voluntary withdrawal from preaccreditation, or upon a decision
to let preaccreditation lapse, written notification of such action shall be made to
the U.S. Secretary of Education, the appropriate state licensing or authorizing
agency, the appropriate regional and/or other accrediting agencies, and the public
within 30 days. Public notification includes presentation on the ACPE web site.

Sincerely,

Jeffrey W. Wadelin, Ph.D.
Associate Executive Director and

Director, Professional Degree Program Accreditation



® ACCREDITATION COUNCIL FOR PHARMACY EDUCATION

20 North Clark Street, Suite 2500 » Chicago, Illinois 60602-5109 » www.acpe-accredit.org
312/664-3575 « FAX 312/664-4652 * E-mail: jwadelin@acpe-accredit.org

Jeffrey W. Wadelin, Ph.D.
Assoclate Executive Director and
Director, Professional Degree Program Accreditation

February 28, 2006

Darlene Fujimoto, PharmD
Associate Director
Medical Affairs

Biogen Idec

5200 Research Place

San Diego, CA 92122

Dear Darlene,

We certainly appreciated the opportunity to work with you during the on-site visit to
the University of California, San Diego, Skaggs School of Pharmacy &
Pharmaceutical Sciences on January 31 — February 2, 2006. Your participation added
to the success of the visit.

I look forward to seeing you soon at NABP and other professional gatherings.

Thanks again for all your help.

Sincerely,

; ' ~ )
Ul AO-DOALLS

ce: Patricia Harris, Executive Officer, California State Board of Pharmacy

The national agency for accreditation of professional degree programs in pharmacy and
providers of continuing pharmacy education including certificate programs in pharmacy
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California State Board of Pharmacy STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 . DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 574-8618

www.pharmacy.ca.gov

To: Board Members Date: March 13, 2006

From: Board of Pharmacy

Subject: Competency Committee Report

New Content Outline and Handbook for CPJE

At the October 2005 board meeting, the board approved the use of the new
content outline for the California Pharmacist Jurisprudence Examination
(CPJE) given on or after April 1, 2006. The board posted the updated
Content Outline on the Web site. The content outline that will be used until
April 1, 2008, is posted on the Web site as well.

The California Pharmacy Jurisprudence Examination Handbook is currently
being updated to include the new Content Outline as well as a sample CPJE
exam. The anticipated effective date of the new handbook is April 1, 2008.
The sample CPJE exam will be posted separately on the Web site prior to
April 1, 2006.

Test Administration Contract

The Office of Examination Resources (OER) within the Department of
Consumer Affairs is renewing its contract with a vendor to provide computer
based testing. OER conducted the bidders’ sessions on March 3 & 6, 2006.
Final bids are due to OER on March 28, 2006. The cost opening is scheduled
for April 7, 2006, with a Notice of Intent to Award the Contract on April 12,
2006. The anticipated contract award date is April 28, 2006. The duration of
the contract is 3 years with 2 one-year optional extensions.

CPJE Statistics

The next CPJE statistical report will cover performance data for 10/1/05-
3/31/06. This report should be available at the April board meeting.



